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The Patient Study Calendar

Captures activities associated with a
patient on a study

« Template for a Study
» Prospective
» Retrospective

Current Model

» BRIDG harmonized data definitions
* Used SDTM objects as appropriate
+ BRIDG UML model (Enterprise Architect) at

http://gforge.nci.nih.gov/plugins/scmcvs/cvsweb.php/studycalen
dar/Final/PSC_BRIDG.EAP?cvsroot=studycalendar

» Implementation Model as an image
http://gforge.nci.nih.gov/plugins/scmcvs/cvsweb.php/studycalen
dar/Final/PSC_UML.bmp?cvsroot=studycalendar

* Main gForge site:
https://gforge.nci.nih.gov/projects/studycalendar/
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Use Cases Addressed
(available at the PSC gForge site)

Create new Study Template .
Create new period

Create new activity

Assign activities to periods
View Study Template

Mark Template as Complete
Create Sites

Assign Site Coordinators to Site
Assign Sites to Template

Assign Participant Coordinators to
Site

Assign Participant Coordinators to
Template

Assign Templates to Participant
Coordinator

Assign Participant to Study

Create new Participant

Create calendar for participant
Manage Scheduled Events for a
participant

Create report of Scheduled Events




Actors and Interactions
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Current Functionality

Focused on standalone installation
Uses the CSM for security
Shell for creating participants and studies

Ability to create a protocol template that
includes Epochs, Arms, repeating elements of
activities

Ability to generate a calendar for a study or a
participant on a study

Ability to view planned events across a study
or across a site [final release]




Where to get files

https://gforge.nci.nih.gov/plugins/scmcvs/cvsweb.ph
p/studycalendar/?cvsroot=studycalendar

o Wiki:
https://gforge.nci.nih.gov/plugins/wiki/index.php?id=3
1&type=g

Known Use Cases
not yet addressed

* Interoperate with patient registries
* Interoperate with protocol registries

* Ability to export template as a file
(ideally a serialized HL-7 v3, BRIDG-
harmonized, message)

» Coupling with lab data/ caXchange




Obvious extensions

« Continued efficient data entry and
review (batch rescheduling and periods
of activities will be in the final release)

» Hub for exchange of study calendar
templates (requires a way to generate
and accepts a serialized representation
of the template)
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